The World Medical Association's Declaration of Helsinki offers guidelines to doctors engaged in biomedical research with human subjects. The
Introduction
The Declaration of Helsinki is in general a useful and valuable document, setting the high ethical standards necessary to prevent the degeneration of biomedical research from its humanitarian purpose.2 There is a point or two which the critic, if wishing to be severe, could call an inconsistency, or if kinder, merely a minor drafting difficulty -for example, paragraph II 5 recognises that there may be cases in clinical research in which informed consent should not be obtained, whereas paragraph I 9 (of 'Basic Principles') apparently does not envisage the possibility of any such cases, since it says that informed consent should be obtained in any research on human beings.
But in only one area is there, I suggest, the necessity for serious rethinking. This concerns the use of patients in research. The Declaration, I believe, is based on an inadequate conception of the patient-doctor relationship, especially as far as the hospital in-patient is concerned, and further, it does not notice the political, and hence contested, nature of this relationship. These points I shall attempt to argue for in the rest of this paper.
Two types of research It is central to the Declaration that there is a distinction between clinical research and nonclinical research: In the field of biomedical research a fundamental distinction must be recognised between medical research in which the aim is essentially diagnostic or therapeutic for a patient, and medical research, the essential object of which is purely scientific and without direct diagnostic or therapeutic value to the person subjected to the research (Introduction, paragraph 6).
Clinical research is therapeutic research, research combined with professional care, and hence carried out by the doctor treating the patient. It must be related to the patient's illness and be likely to benefit that patient; it must not be used just for the acquisition of useful knowledge. Non-clinical research is non-therapeutic, not combined with professional care, and done for the scientific purpose of advancing knowledge in medicine or biology.
Clearly, the former research must be on patients, and therefore it must also be, as the Declaration puts it, medical research combined with professional care (section II, title The subjects should be volunteers -either healthy persons or patients for whom the experimental design is not related to the patient's illness (paragraph III 2). So a doctor may experiment on a patient, provided that the research is not related to the patient's illness and could not therefore, benefit the patient! Is this inconsistent? Is there an inconsistency here, or can it be resolved ? Yes, it can be resolved, but only by drawing a distinction between the patient's own doctor and other doctors. If medical research is combined with professional care, then this research would have to be carried out by the doctor who is caring for the patient, the patient's own doctor. So when the research was purely scientific, it would have to be carried out by a doctor who was not involved in professional care, who was not the patient ' Consider a patient occupying a hospital bed. The Declaration allows clinical experimentation by the patient's own doctor only if combined with professional care, and only to the extent that the experimentation is likely to benefit the patient. On the other hand the Declaration allows non-clinical biomedical research on patients, provided it is not carried out by the patient's own doctor.
But for the hospital patient this distinction ought to be challenged. There is first of all the problem of informed consent. The Declaration recognises the general problem when it says: When obtaining informed consent for the research project the doctor should be particularly cautious if the subject is in a dependent relationship to him or her or may consent under duress. In that case the informed consent should be obtained by a doctor who is not engaged in the investigation and who is completely independent of this official relationship (paragraph I io).
But the hospital patient is likely to feel under an obligation to anyone in a long white coat who comes along and asks for participation in an experiment; indeed, may well feel less able to resist a request from a strange doctor than one from the doctor who is familiar to the patient. So it is not at all clear that informed consent can be obtained by a doctor who has not been treating the patient and who wishes to use the patient in research unconnected with the patient's illness.
The patient is in fact dependent on a large team: administrators, medical personnel, nursing staff, ancillary workers, and so it is not surprising if he or she feels dependent on the hospital staff as a whole. Further to this, the entire staffhas a responsibility to each patient and not just to particular The fundamental distinction of the Declaration is a two-fold distinction between: i) Clinical research combined with professional care, 2) Non-clinical biomedical research. In place of this I shall mention the three-fold distinction put forward by Jonas between: i) Research related to the patient's illness which is likely to benefit the patient, 2) Research related to the patient's illness which is unlikely to benefit the patient but which is likely to benefit other patients suffering from the same illness, 3) Research unrelated to the patient's illness. 4 Jonas sees the first category as unproblematic, would rule out the third completely, but is prepared to allow the permissibility of the second in some cases. This is because: the only excuse for infracting the special exemption of the sick at all -namely, that the scientific war on disease cannot accomplish its goal without drawing the sufferers from disease into the investigative process.5
It follows that implicit in Jonas's Patients, doctors and experimentation: doubts about the Declaration of Helsinki I85 be treated by a particular doctor. But the conception of the patient-doctor relationship I have put forward is, I suggest, not only more realistic but involves the best chance of comprehensive medical care being available within the devoted humanitarian principles of the Hippocratic tradition.
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